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I, Stanislaw R. Burzynski, do hereby declare that: 

1. I am a citizen of the United States and that my current residential address is 20 West 
Rivercrest, Houston, Texas, 77042. 

2. I received a Medical Doctorate from the Medical Academy in Lublin, Poland, in 1967 and 
a Doctorate of Philosophy in the field of biochemistry from the Medical Academy of Lublin in 
1968. I did my medical internship in internal medicine, surgery, pediatrics, obstetrics, and 
gynecology from 1969-1970 in pertinent departments at the Lublin Medical Academy. I did my 
medical residency in the Department of Intemal Medicine of the Medical Academy in Lublin 
from 1969-1970. From 1970-1977 I was a researcher and Assistant Professor at Baylor College 
of Medicine in Houston, Texas. I am currently the Director and Chairman of the Board of the 
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Burzynski Research Institute, which I have operated and directed since I founded it in 1977. I am 
the owner of the Burzynski Clinic, which was founded in 1979. 

3. I am completely familiar with the subject matter and disclosure of United States Patent 
Application Number 09/863,035 (hereafter called "the '035 application"), of which I believe that 
I am the first and sole inventor. I am generally familiar v^th the procedures used at the Patent 
and Trademark Office to consider and distinguish prior art references from pending patent 
application's claims. I am currently assisting with the prosecution of the '035 application. 

4. As Director and Chairman of the Burzynski Research Institute, I am completely familiar 
with the contents of the paper entitled "Pharmacokinetics of ANTINEOPLASTON A-10 AND 
AS2'1 in Patients with Neoplastic Disease''' (hereinafter referred to as "the Waldbillig 
document"), which was cited by the Examiner as part of the rejection under 35 U.S.C. § 103(a) 
made in the Office communication dated October 20, 2004. 

5. At my direction, the Waldbillig document was written by Robert J. Waldbillig, Ph.D. 
(hereinafter, Dr. Waldbillig) in his capacity as Vice President of Research at the Burzynski 
Research Institute, and submitted to the United States Food and Drug Administration (USFDA), 
as part of an annual report concerning investigational new drug (IND) #43,742. 

6. Both in performing the experiments reported in the Waldbillig document and in drafting 
this document Dr. Waldbillig acted under my instructions and supervision. More particularly, 
with the purpose of providing fiirther experimental verification of the efficacy of the invention 
described in U. S. Patent application serial number 09/863,035, I instructed Dr. Waldbillig to 
perform the tests simmiarized in the Waldbillig document. Dr. Waldbillig was not involved in 
the conception of the invention currently claimed in the '035 application. His role has been to 
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conduct experiments under my instruction, supervision, and control and to draft reports 
summarizing those experiments. 

7. As indicated above, the results of these tests were reported to the USFDA as part of the 
USFDA-supervised drug approval procedures for the marketing and use of Antineoplastons AlO 
and AS2-1. Specifically, the Waldbillig document was included as part of an annual report 
submitted to the USFDA in 1997 for IND #43,742. Included as Appendix A, to provide further 
evidence of the nature of the Waldbillig document, are copies of the cover letter (dated June 2, 
1997) and Form FDA 1571 (also dated June 2, 1997) that were submitted to the USFDA wi\h the 
1997 annual report for IND # 43,742. 

8. To the best of my knowledge the data that I have submitted to the USFDA as part of drug 
approval process for IND #43,742, and specifically the Waldbillig document, dated March 14, 
1997, are held in confidence by the USFDA and are not publicly available. Therefore, it is my 
belief that the Waldbillig document is not available as prior art under 35 U.S.C. §§102 or 103. 

9. I further declare that all statements made herein of my own knowledge are true and that 
all statements made on information and belief are believed to be true; and further that these 
statements were made with the knowledge that vdllful false statements and the like so made are 
punishable by fine or imprisonment or both under section 1001 of Title 18 of the United States 
Code, and that such willful false statements may jeopardize the validity of the above-referenced 
application or any patent issuing thereon. 
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'SKI 

RESEARCH INSTITUTE, INC 



June 2, 1997 

FEDERAL EXPRESS and FAX 

Roben J, DeUp, M.D., Ph.D. 
Director 

Division of Oncology Drug Products 
FOOD AND DRUG ADMINISTRATION 
1451 RockviUc Pike, HF1M50 
Rockville, MD 20852 

RE: Annual Report 1997 
IND# 43,742 
Serial#610 

Dear Dr. DeLap; 

In response to your letter of February 11 ^ 1997 and in compliance with Section 312.33 of 21CFR, 
I am providing you with an annual report of the progress of our investigations. The data inchided 
in the repon are compiled in the items from #1 through Each number of the itein 

corresponds to the number of your request an the letter of February 1 1 , 1997. Unless indicated 
otherwise, ihcy reflect the stams of the IND as of May 15, 1997. 

Sincerely, 

S. R. Burzynski, M.D., Ph.D. 



SRB/sy 

cc! Carlton F. Hazlcwood, Ph.D. 



12000 RICHMOND. WENUE ♦ HOUSTON. TEXAS 77082-2431 • (281) 597-0111 • FAX (281) 397-1166 
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DEPARTMENT OF HEALTH AND HUMAN SERVICES 
PUBUC HEALTH SERVICE 
rOOD AND ORUQ ADMINISTRATION 
V INVE3TIO ATICNAL NEW DRU G APPUCATtON (IND) 

(TTTLB 2i, COOB OF FEDERAL kEOULATIONS (CFR) PART ^12) 


Form Approval: OMB No. 09100-0014. 
Expiration Date: March 31. 1990. 
5«o QMB $tMt0fn*nt on Rmt^ne. 
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1. NAME AND AOORfSS Of INVSSTlCATOa 
STANISLAW R. BURZYNSKt. Wua 


2. DATE OF SUBMISSION 

mtz/n 


y ADPHgM ffiUM^ sm££r, arv. statl jwz) up cod^ — 

12000 RICHMONB AVENUE; SUITE 2M 
HOUSTON, TEXAS 770to-Z«l 
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i (281)597-0111 
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i . . 
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11. TKte SUBMlSSrON COOTAINS THE FOLLOWING: fOnek aff (ftar apoM ! 
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